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The Food and-Drug  Administration aw
Dockets Management Branch (HFA-305)
5630 Fishers Lane Room 1061 58
Rackville,  MD ,20857 .iI-- s
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~. _, _ ~. .,_ , _ .- .-
& Comments on th FDA’s Draft

IDocket No. 990-l 2731
Guidance for FDA Staff on Civil Monev  Peneaftr..~., is

Dear Sirs or Madams:

Abbott Laboratories submits the following remarks in response to the Agency‘s request
for comments on the above-named subject and docket. Abbott is an integrated
worldwide manufacturer of healthcare products employing more than 56,000 people
and serving customers in more than 130 countries.

;i
I. GENERAL REMARKS

A.

6.

C.

,.. _
Abbott generally supports the August 13, 1999 response to this same. su,bject
sent to the FDA by the Health Industry Manufacturers Association (HtMA).

.._-.-
Since the Agency is receiving numerous co6ients on this pro@$,_we I *-~iii- .--..-
suggest a series of public meetings  where v&ous opinions, both. &@~or&ig r
and dissenting, can be discussed prior to fin&ing~the guk%nce docume-ht. .~ _

i
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.~~  a+s-+z-.‘fTe&=e  --i
For this draft, the Agency appears to have by&sed  its o$&policies@&  ::~;-:G..--  .:-1 .~~l.,-~*-~~  =
practices by distributing a drtift’guidance  di%$y to the field. This]can-be? =.- I+::: I’~.
referenced in the Federal Register from February 27, 1997~,-I“Th& .Pood:ird.
Drug AdminWation’s  Development, Issuanceand Use- of Guidances  t -I; I-;
Documents”, Docket No. 95P-01  IO.
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D. The Agency should formally clarify the relationship between this draft guidance
tific Dispute Resolution,

guidance: (b) Medical Oeke Appeals
sued in F&q&y of 1998.

,’ :_, ,,,, “,,: “~~,,~&$;~~,:‘:” ‘ji.;--  +.IUjr  ;( ‘4

the fourth  paragraph,

Act Civil  Monev
id hearings ‘may resolve

reements.” In contrast to this draft, the
final guidance on Medical Device Appeals and Complaints lists as many as
nine different means to resolving disputes.

ii, SPECiFtC  COMMENTS *.:

1. In the section entitled “Background,” correct the citatiori to the Federal Food,
Drug and Cosmetic Act (Act) for Civil Money Penalty (CMP) actions from
303(f) to 303(g).

2. In applying CMP to GMP violations, the terms “significant departure” and
“knowing departure” are used in the Act. Each of these terms is defined
under 21 CFR 17.3. However, in this draft guidance document, FDA fails to
adhere to these terms of the Act when it directs Districts to consider CMP
action for Situation 1 GMP deficiencies. Districts are instructed to look for
“closely related GMP deficiency observations,” yet the regulations require a
much more stringent assessment, i.e., “a departure from requirements that is
either a single major incident or a series of incidents that collectively are

‘! \
consequential. This guidance document fails to give consideration to the
terms, “significant departure” and “knowing departure” as defined in the
regulations. We urge the Agency to re-ev$uate  its application of CMP to
GMP violations taking Into consideration the terms “significant departure” and
“knowing departure” ai @$;iiled in the regulations.

.~

3. The guidance document relies on. Situation .I GMP deficiencies d%ied underc,p. 7382,830,  dated  hilay 4, i.9g5,  T6ib %$G&tinieiii  tirebates  .ggrgaG
“.~~ p.“z’ == “.’ “-r-Tqz.s ..:“,

System Regulations ati$‘FDAMA~  -’ More Importantly, the Com$~~~~I:I- .._-  II-,, .- .- T
Program Manus[ forth$n&pection of Medictii  D&&es is currently under~. E i .hrevision, The “Dral@=-piian&  program  Guidahi&z  Manual;.  j<g-==~~on  of

_ _I,  ..i .I.. ,I - .I ~
Medical Devices” is a dr$~jj&&~“d&~~nt  currently aveilableforpublicI I I.. . I ~.__-~ ~-a
comment. Rather than relying on 61 soon-to&e-replaced policy to estabitsh
the applicability of CMP”td”slgnificant  or knowing departures of GMP
regulations, we urge the Agency to adopt the final edition of the “Compliance
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Program Manual for the Inspection of Medical Devices” as a source for
defining when GMP violations may be subject to CMP.

standing. Furthermore, the inability’of-firms  to obtain ElRs or inspection
status prohibits firms from achieving voluntary complianq  which is one
avenue in providing greater ben@t to the public health than forced
compliance through Agency remedial action.

The g&&ral.philosdphy  of CMP,  as d&scribed  in ihe guidance document, is
of concern. The guidance document states ” [CMP] is designed to influence
future conduct of the affected firm and/or @@r-firms.  ..‘I..Wlth  this philosophy,
it is difficult  to-understand how the Agency will exercise the use of CMP in a
fair and reasonable~manner, fan Agency looking to influence other firms will
take remedial action against those firms with a recognizable name, size and
presence creating significant issues for such firms. Additional safeguards are
needed to prevent the use of CMP in this manner.

In publishing the final CMP rule, the Agency stated, “FDA agrees that it is
important to exercise enforcement discretion in a fair and ieastinable  manner.
Due to the newness of the civil penalty authority and the lack of FDA
precedents in this area, the Office of Regulatory Affairs will establish
coordinating procedures to help assure consistent policies in exercising civil
money penalties authority agency wide.” (60 FR 38614). Despite these
assuranCeS  from the Agency, the draft guidance document gives
considerable discretion to the District Oficqs.  By giving such discretion to the
District Offices, the Agency has created a system susceptible to varying
applications. Additional assurqces are neqied  to ensUre .GMP acg.Qn@.,arte
executed iti a fair and reasonable manner. .

.~..  _,... .: . .I ~( ; I,-_ __ _,.,LyTm  .~---i---~~--- ~~.~-~l.,.:,~‘~‘-FSI.l-.l _ -=1.-  ‘-,‘-.-.I-II---.--“,-
The. document fails to take into &%sideration  :mitigating  factors when
assessing CMP actions. It is recommend& that the Agency take into
consider&ion factors such as a firm’s ~r>lu@q  action to work with the
Agency (especially in areas where FDA policy is unclear), or devices which
represent a public health concern (e.g., the only available device or devices
representing improvements over similarly marketed devices).
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.In the section of the document entitled  “Civil Money Penalty Decision.iree,”
mples of prior warning. civil suit,.~.. “.-_. ~.. . i,~ ..i.- FDA lists “warning letter,

rcry correspondence” as axampks of
g “oth&b&Jlatory  cor&pond&ce.”

!IJ~,  phrase it is dSfficult to undetitand’sxactiy
term could refer to

lk!ividual of the firm and an FDA investigator that have been documented in
the establishment inspection repot-t” as an example of prior warning.

c Establishment inspection reports are not readily available to firms, especially
firms with alleged regulatory violations. Until such reports ace readily
available to firms, this example should be stricken from the guidance
‘document. An Establishment Inspection Report, containing allegations of
regulatory violations, which is not available to a firm, fails to serve as prior
warning. FDA provides “verbal notification from Agency officials  to a firm’s
top management, e.g., in meetings or telephone conversations confirmed in
writing” as an example of prior warning. It is requested that FDA clarify this
statement to make it clear that both meetings and telephone conversations
must be confirmed in writing and mailed to the firm.

FDA provides “industry meetings during which pertinent violations are
discussed if attendance by a firm’s representative is documented” as an
example of prior warning. We recommend striking this provision as it creates
a number of issues. For a large corporation a number of individuals may
attend an industry meeting. For example, individuals responsible for
pharmaceutical products may attend a meeting which involves medical
device discussions. However, such an individual may not comprehend the
significance of the inform&ion  pertaining to medical devices. Individuals from
areas which  do not have regulatory responsibil@y  (e.g., research Andy
development) may attend a medical device industry meeting. Again, such
individuals may not comprehend the stgnific$nce~of  the mformation
presented. Additionally, an individual rnair~~~p,ut~~~~~~~~~at  the time :

the significant information had been communicated. Attendance records
,,. - -- would-demonstrate the individual-was at the heeting.  However, the q-6 ===~

would fail to receive prior warning.- _.__ ._,..  _- - -- -4s
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FAX:  (847) 938-3106

cc: Andrea P. Latish (HFZ-330)
[Docket No. 99D-02391
[Docket No. Q5P-01  lo]


